
TThhiiss  iinnffoorrmmaattiioonn  iiss  bbeeiinngg  pprroovviiddeedd  ttoo  aallll  CChhiillddrreenn''ss  AAddmmiinniissttrraattiioonn  ssttaaffff..    AA  sseeppaarraattee  
mmaaiilliinngg  wwiillll  bbee  sseenntt  ttoo  ffoosstteerr  ppaarreennttss,,  rreellaattiivvee  ppllaacceemmeennttss,,  iinn--hhoommee  ddeeppeennddeenncciieess,,  CChhiilldd  
PPllaacciinngg  AAggeenncciieess  aanndd  RReessiiddeennttiiaall  CCaarree  pprroovviiddeerrss..    TThhiiss  ffllyyeerr  pprroovviiddeess  iinnffoorrmmaattiioonn  aabboouutt  
aa  rreecceenntt  HHeeaalltthh  AAddvviissoorryy  iissssuueedd  bbyy  tthhee  FFoooodd  aanndd  DDrruugg  AAddmmiinniissttrraattiioonn  ((FFDDAA))..    
__________________________________________________________________________________________________________________________ 

 FYI……                                     
  

HHaavvee  yyoouu  hheeaarrdd????????                                                 
  
In March 2004, the Food and Drug Administration (FDA) issued a Public Health 
Advisory asking manufacturers of the following antidepressant drugs to include a 
Warning statement in their labeling.  The Warning recommends close 
observation of adults and children treated with these medications for worsening 
depression or the emergence of suicidal ideation. 
  

DDrruuggss  iinncclluuddeedd  iinn  tthhee  FFDDAA  AAddvviissoorryy  aarree::    Prozac, Zoloft, 
Paxil, Luvox, Celexa, Lexapro, Wellbutrin, Effexor, Serzone 
and Remeron. 
  
The proposed Warning will alert doctors, patients and caregivers to the 
emergence of certain symptoms that are known to be associated with 
antidepressants in some patients.  Symptoms of concern are anxiety, agitation, 
panic attacks, insomnia, irritability, hostility, impulsivity, severe restlessness, 
hypomania, and mania.   
  
The FDA has issued a “Talk Paper” and a “Questions and Answers” paper 
regarding the Warning.  Both documents are attached to this notice.  To review 
this information on-line go to:   
http://www.fda.gov/bbs/topics/ANSWERS/2004/ANS01283.html and 
http://www.fda.gov/cder/drug/antidepressants/Q&A_antidepressants.htm  
  
  
  
 
  

 


